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DETAILED ACTION 

Claims 19-49 are pending in this application. 

Information Disclosure Statement 
1 . The information disclosure statement (IDS) submitted on June 1 , 2005 was noted 
and the submission is in compliance with the provisions of 37 CFR 1.97. Accordingly, 
the examiner has considered the information disclosure statement. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described In a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

2. Claims 19-21 , 23-30, 40-47 and 49 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ajinomoto Co. Inc. (EP 0 538 764 A1). 

Ajinomoto Co, Inc. discloses in Table 6, page 8, a composition comprising a 
physiologically acceptable medium (36.95% of pure water), at least one alky! para- 
hydroxybenzoate (ethyl and propyl para-hydroxybenzoate 0.03% and 0.02% 
respectively), and at least on lipophilic amino acid derivative (5.0 % of ester D as 
defined as N-lauroyl-N-methyl-p-aianine as described in preparation example 4, page 
5). It is taught that after components 1 and 2 where mixed a powder of adrenocortical 
hormone was added. 
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Claim Rejections - 35 USC § 103 

The following Is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. • Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. Claims 19-21 , 23-32 and 36-49 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Ajinomoto Co. Inc. (EP 0 538 764 A1 ). 

Determination of the scope and content of the prior art 

(MPEP §2141.01) 

Ajinomoto Co. Inc. discloses in Table 6, page 8, a composition comprising a 
physiologically acceptable medium (36.95% of pure water), at least one alkyi para- 
hydroxybenzoate (ethyl and propyl para-hydroxybenzoate 0.03% and 0.02% 
respectively), and at least on lipophilic amino acid derivative (5.0 % of ester D as 
defined as N-lauroyl-N-methyl-p-alanine as described in preparation example 4, page 
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5). It is taught that after components 1 and 2 where mixed a powder of adrenocortical 
hormone was added. 

Ascertainment of the difference between the prior art and the claims 

(MPEP §2141.02) 

The prior art does not the teach use of a wax in the composition or the 
concentrations of the particles. 

Finding of prima facie obviousness 
Rational and Motivation (MPEP §2142-2143) 

Although the prior art does not teach the use of waxes in the composition by way 
of an example, the specification teaches that waxes can be used. Page 3, lines 19-24 
of Ajinomoto teach a group of compounds that can be used as a substitute for an oily 
base, such as animal and vegetable oils, waxes (beeswax or carbnauba wax), mineral 
oil, silicone oils, vaseline, synthetic oils, etc. It is the position of the examiner that all of 

i 

the compounds listed could be used interchangeably with a reasonable expectation of 
achieving the same results. Since, table 6 teaches that Vaseline can be incorporated 
into the composition, one of ordinary skill in the art would have been motivated to 
substitute a wax for the Vaseline in the preparation to achieve the desired results of the 
composition. Table 7 teaches that the drug can be added ad lib to the OI\N emulsion 
base. It is the position of the examiner that adding the drug ad lib allows one of ordinary 
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skill in the art to add as little or as nnuch of the powdered drug necessary to elicit a 
response of the drug. 

Allowable Subject Matter 
4. Claims 22 and 33-35 are objected to as being dependent upon a rejected base 
claim, but would be allowable If rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. The prior art does not teach 
the amino acid ester as isopropyl-N-lauroylsarcosinate as taught in claim 22 and the 
prior art does not teach the solid particles selected from silk fibers, cotton fibers, wool 
fibers, etc. as taught in claims 33-35. 



5. 



Conclusion 

Claims 19-21, 23-32 and 36-49 are rejected. 
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Telephone Inquiries 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konata M. George, whose telephone number is 571- 
272-0613. The examiner can normally be reached from BAM to 6:30PI\/I Monday to 
Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter, can be reached at 571-272-0646. The fax phone numbers 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information, regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.u$pto.gov . Should 
you have question on access to the Private Pair system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Konata M. George 
Patent Examiner 
Technology Center 1 600 




"Supervisory Patent Examiner 
Technology Center 1600 



